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DETAILED ACTION 

Election/Restrictions 
Applicant's election of claims 1 and 8-10 in the reply filed on June 2, 2008 is 
acknowledged. Applicant stated that the election is made with traverse. However, because 
applicant did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP § 818.03(a)). 

Status of Claims 

Currently, claims 1-25 are pending in the instant application. Claims 2-7 and 1 1-25 are 
withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being drawn to 
nonelected inventions, there being no allowable generic or linking claim. Accordingly, claims 1 
and 8-10 are under examination on the merits in the instant case. 

Claim Objections 

Claims 1 and 8 are objected to because of the following informalities: The abbreviated 
term, "UP" is not described in either initial or subsequent occurrence of the above claims. "UP" 
may mean a number of different subject matters. Since the instant specification defines "UP" as 
"uridine phosphorylase" on page 2, the abbreviated term, "UP" in the above claims will be 
construed as uridine phosphorylase. It is suggested that the abbreviation be defined at its first 
occurrence. Appropriate correction is required. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1 and 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Costa 
et al. (WO 03/052068 A2, applicant's citation) in view of Liu et al. (Cancer Research, 1998, 
58:5418-5424, applicant's citation). 

The claims are drawn to a method of identifying a candidate beta-catenin pathway 
modulating agent, comprising providing a PMO antisense oligomer targeted to uridine 
phosphorylase (UP) to an assay system and detecting the difference between the tested sample 
and the control (reference) sample in the assay system. 

Costa et al. teach a method of identifying a candidate beta-catenin pathway modulating 
agent, comprising providing a PMO antisense oligomer that modifies beta-catenin to an assay 
system and detecting the difference between the tested sample and the control (reference) sample 
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in the assay system. They teach that the assay system is a cell proliferation assay or expression 
analysis because beta-catenin signaling pathway is implicated in cell proliferation and apoptosis, 
especially in relation to tumor cells. They teach that one can also identify a modifier of beta- 
catenin by performing C. elegans or other animal mutant screening and identifying human 
orthologs/homologs by BLAST analysis. See pages 14-15, 20-26, 33-37, 41-42; claims 1 and 8- 
10. Costa et al. do not teach that UP is one of the beta-catenin modifier gene. 

Liu et al. teach that human uridine phosphorylase (UP) activity is up-regulated in tumor 
tissues compared to normal tissues and suggest that blocking the UP activity may provide 
strategies for treating tumors. Sec the entire reference including Figure 6. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to fully utilize the teachings and guidelines of Costa et al. as to how to identify a 
candidate agent that modulates beta-catenin signaling pathway, which would have led the skilled 
artisan to identify a UP PMO antisense oligonucleotide as the candidate agent. 

One of ordinary skill in the art would have been motivated to make the claimed invention 
because Costa et al. explicitly taught the method of identifying a candidate beta-catenin pathway 
modulating agent comprising a PMO antisense oligonucleotide against a beta-catenin modifier 
gene. Since Costa et al. provided detailed guidelines and methodologies as to how to identify a 
beta-catenin modifier gene (e.g., C. elegans or other animal mutant screening followed by 
BLAST analysis, expression analysis, proliferation assays), and since UP activity was known to 
be significantly elevated in tumor cells compared to normal cells and was therefore implicated in 
cell proliferation as taught by Liu et al, one of ordinary skill in the art performing the method of 
Costa et al. would have necessarily identified UP as one of the beta-catenin modifier genes (for 
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example, expression analysis showing UP is upregulated in tumor cells) and therefore would 
have used a UP PMO antisense oligonucleotide in an assay system (for example, the antisense 
oligonucleotide downregulates UP expression in tumor cells while a negative control does not) 
and therefore would have identified or verified that the UP PMO antisense oligonucleotide is 
indeed the beta-catenin pathway modulating agent. Since the knowledge and skills required to 
arrive at the claimed invention were within the technical grasp of one of ordinary skill in the art, 
and since Costa et al. provided the step-by-step guidelines for the claimed method (see claims 1 
and 8-10 of Costa et al), the claimed invention taken as a whole would have been prima facie 
obvious at the time of filing. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DANA SHIN whose telephone number is (571)272-8008. The 
examiner can normally be reached on Monday through Friday, 7am-3 :30pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Doug) Schultz can be reached on 571-272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Dana Shin 
Examiner 
Art Unit 1635 



/J. E. Angell/ 
Primary Examiner, Art Unit 1635 



